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1 . The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

2. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

3. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

4. Claims 1-18, 51-52 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overCHIU et al (2002/0143183) in view of UMANS et al (J. Chrom., 1982, Vol. 233, pp. 
213-225). 

CHIU et al teaches a method of synthesizing oxycodone in which codeinone and 
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hydroxycodeinone are intermediate products. The progress of reaction is determined 
by HPLC to observe the presence of peaks corresponding to the compounds of interest 
[0057, 0065]. 

CHIU et al fails to teach the HPLC conditions or calibration methods. 

UMANS et al teaches an HPLC method for separating compounds similar to 
those of CHIU including oxycodone using methanol and acetonitrile in the mobile phase 
and a UV detector or radioisotopes. Column temperature is 30 C (p. 217). Samples are 
adjusted to pH 8.5 during preparation (p. 216). Calibration is performed by adding 
detected components and an internal standard to a blank sample, chromatographing 
and plotting peak heights for five different concentrations (pp. 217, 219, 220, 222). 

It would have been obvious to one of ordinary skill in the art to calibrate the 
HPLC for detecting codeinone and hydroxycodeinone in the method of CHIU et al in 
order to quantify the peaks as taught by UMANS et al. It would have been obvious to 
use and optimize the column and mobile phase of UMANS et al in the method of CHIU 
et al because the compounds to be separated are similar and one would have had a 
reasonable expectation of success in applying the system of UMANS et al to the 
method of CHIU et al. It would have been obvious to optimize the operating conditions 
of the column, such as sample loading, internal standard concentration, pH, and 
temperature in order to achieve the desired separation and sensitivity as was known in 
the art. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Jan M. Ludlow whose telephone number is (571) 272- 
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1260. The examiner can normally be reached on Monday, Tuesday and Thursday, 
11:30 am - 8:00 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill A. Warden can be reached on (571) 272-1267. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Jan M. Ludlow 
Primary Examiner 
Art Unit 1797 

/Jan M. Ludlow/ 

Primary Examiner, Art Unit 1797 



